



ΠΡΟΓΡΑΜΜΑ ΔΙΑ ΒΙΟΥ ΜΑΘΗΣΗΣ ΑΕΙ ΓΙΑ ΤΗΝ 





«Οι σύγχρονες τεχνικές βιο-ανάλυσης στην υγεία, τη 

























































































































































































































































































(serendipidy); random screening (HTS); 






































































I.    First Tier
A.  Competitive advantage
1. Novel mechanism of action as target for treatment 





3. Novel molecule 
Within a new family or in a family of known importance
Good company IP
In-licensing possibility
Cost-effective with superior PK/PD compared to drugs in the clinic
4. Unique clinically indicative assays in vitro
 
and/or in vivo
The uniqueness of an assay provides an advantage; e.g., use of dermal 
microvascular
 
endothelial cells to model leukocyte-endothelial interactions
in skin vasculature in psoriasis or atopic
 
dermatitis
B.  Reliable in vitro assays
A set of assays that cumulatively validate/refute the use of a specific molecule in a 
disease area
C.  Predictive preclinical models
E.g., specific end points reflecting human disease as best as possible
Criteria used to select for areas of Inflammation
(for specific disease areas & mechanisms relevant to protein 
based therapeutics)
Criteria used to select for areas of Inflammation
(for specific disease areas & mechanisms relevant to protein 
based therapeutics)
II.  Second Tier
A.  Predicted clinical trial size and presence of specific surrogate endpoints 
(Used early on as exclusion criteria)
B.  Feasible drug delivery methods 














































































































































































































































































































































































































































































































































































































































































































































































































































Πρόσθετα: συμπλήρωμα, λιπαντικό, επικαλυπτικό
 
στρώμα, 



















































































































































































































































































What Are Generic Drugs?
 
ΓΕΝΟΣΗΜΑ!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
A generic drug is identical--or bioequivalent--to a brand name drug in dosage form, safety, strength, route of 
administration, quality, performance characteristics and intended use.
 
Although generic drugs are chemically identical to 
their branded counterparts, they are typically sold at substantial discounts from the branded price.
 
According to the 
Congressional Budget Office, generic drugs save consumers an estimated $8 to $10 billion a year at retail 
pharmacies.
 
Even more billions are saved when hospitals use generics.
Drug companies must submit an abbreviated new drug application (ANDA) for approval to market a generic product.
 
The 
Drug Price Competition and Patent Term Restoration Act of 1984, more commonly known as the Hatch-Waxman Act, 
made ANDAs
 
possible by creating a compromise in the drug industry. Generic
 
drug companies gained greater access to 
the market for prescription drugs, and innovator companies gained restoration of patent life of their products lost during 
FDA's approval process.
New drugs, like other new products, are developed under patent protection.
 
The patent protects the investment in the 
drug's development by giving the company the sole right to sell the drug while the patent is in effect.
 
When patents or 
other periods of exclusivity expire, manufacturers can apply to the FDA to sell generic versions.
 
The ANDA process 
does not require the drug sponsor to repeat costly animal and clinical research on ingredients or dosage forms already 
approved for safety and effectiveness.
 
This applies to drugs first marketed after 1962.
Health professionals and consumers can be assured that FDA approved generic drugs have met the same rigid 





contain the same active ingredients as the innovator drug
 





be identical in strength, dosage form, and route of administration 
-
 











be manufactured under the same strict standards of FDA's good manufacturing practice regulations required for 
innovator products 

